“#, COMMONWEALTH OF VIRGINIA
# M eeting of the Board of Pharmacy

Perimeter Center, 9960 Mayland Drive, Third Floor (804) 367-4456 (T€l)
Henrico, Virginia 23233 (804) 527-4472(Fax)

Tentative Agenda of Full Board M eeting
July 6, 2021 Meeting
9AM
Board Room 4 (In-person only; no virtual component)

TOPIC

Call to Order: KrisRatliff PAGES
e Welcome & Introductions
e Approva of Agenda

Call for Public Comment: The Board will receive public comment at this time. The Board will not
receive comment on any regulation process for which a public comment period has closed, this includes
the regulations for pharmaceutical processors as that comment period expired on July 5, 2021, or any
pending disciplinary matters.

Regulatory: Elaine Y eatts/Caroline Juran
e Adoption of Proposed Regulations Governing Pharmaceutical Processors
o Summary of Legislative Amendments that May Require Regulatory Action

0 HB 1983 p
0o HB 2218 (Identical to SB 1333) 8-14
o Notice of Public Comment Period 15-16
o Summary Chart of Comments that May Warrant Regulatory Action 17-23
o Comment received from VirginiaMedical Cannabis Coalition 24-39
o Comment received from Dalitso, LLC 40-94
o Comment received from American Association for Laboratory Accreditation 95
0 Revised Draft of Proposed Regulations (Note: language in yellow reflects proposed 96-172

language included in the Notice of Public Comment; language in red reflects amendments
to proposed language resulting from public comments received as of 6/29/21)

Consideration of consent orders, summary suspensions, or summary restrictions, if any.

Adjourn

**The Board will have a working lunch at approximately 12pm.**

*** A panel of the Board will convene at 1pm or immediately following adjournment of the board
meeting, whichever islater ***



Summary of Legislative Amendments that May Require Regulatory Action

HB 1988

S Sl

10.
11.

12.

13,

14.

15.

16.

17.

18.

19.

20.

21.

22.
23.

24.
25.

26.

Line 35 = amends telemedicine requirements

Line 42 = allows for an “authentic electronic signature” *

Line 52 = requires practitioner to hold “sufficient education and training” *

Line 54 = removes limitation of patients that may be issued written certification

Line 55 = allows board to report unusual patterns of certifications issued *

Line 60 = removes requirement to present written certification at processor/dispensary after
initial visit for each certificate

Line 113 — restricts requirement of PIC to only be in full and actual charge of dispensing area of
processor/dispensary

Line 124 — changes frequency of routine inspections from quarterly to annually

Line 130 = allows for distribution between dispensing facilities

Line 131 = allows sale of hemp-based CBD products that pass testing standards

Line 138 = directs board to draft regulations for advertising and promotion of processor
products and operations, and not limit educational materials to practitioners issuing written
certifications and patients

Line 142 — removes max number of plants processor may possess at any one time

Line 144 — changes disposal of “plant remains” to “agricultural waste”

Line 151 — allows processor to remediate cannabis oil that fails any quality testing standard
Line 155 — stability testing shall not be required for cannabis oil product with expiration date of
6 months or less

Line 159 — limits requirement for pharmacist personal supervision to processor dispensing area
and dispensing facility

Line 162 — strikes language regarding PIC authorizing employee access to cultivation area and
other areas approved by the board

Line 164 — “processor” now responsible for adequate security measures to protect cannabis
from diversion and PIC has concurrent responsibility for dispensing area

Line 167 — requires processor to designate person to have oversight of cultivation and
production areas and provide such information to the board

Line 171 — clarifies that “material owners” of processor or dispensing facility must submit to
background checks *

Line 179 — allows criminal background checks of employees and delivery agents to be performed
by any service sufficient to disclose federal and state convictions *

Line 184 — changes degree in “horticulture” to “field related to the cultivation of plants”

Line 189 —allows person with less than two years of experience to perform duties at processor
and dispensing facility upon certification as a pharmacy technician

Line 194 — limits employee or agent restrictions to felony within last 5 years

Line 201 — limits requirement for pharmacist to pharmacy technician ratio to dispensing areas
only

Line 206 — removes requirement for innovative pilot application prior to using automated
process or procedure during production that is otherwise not authorized *



27.

28.

29,

30.

31.

32.
33.

Line 237 — authorizes a companion to accompany a patient into the processor’s dispensing area
or dispensing facility

Line 238 — removes requirement for pharmacist or technician “at the location” to make copy of
written certification and allows pharmacist or technician “employed” to perform task and allows
copy of certification to be maintained on site or remotely by electronic means *

Line 242 — allows viewing of photo ID to be viewed in person or by audiovisual means *

Line 245 — allows initial dispensing to be delivered to patient *

Line 251 — allows dispensing pharmacist or certifying practitioner to determine what constitutes
a 90-day supply

Line 252 — removes requirement for board to determine what constitutes a 90-day supply

Line 278 — directs board to amend 18VAC110-60-220 and allows board to include reasonable
restrictions on advertising, etc. as outlined in enactment clause

* Subject did not appear to require regulatory action

HB 2218 and SB 1333

LA

10.

11.
172,

13.

14.
15,

16.

III

Lines 40, 63, and other various lines — changes “cannabis oi
Line 132 —introduces new term of “botanical cannabis”
Line 141 — introduces new term of “cannabis product”

Line 150 — introduces new term of “usable cannabis”

Line 159 — requires specific authorization on written certificate or subsequently communicated
verbally or in writing to pharmacist if practitioner authorizes dispensing of botanical cannabis to
patient who is a minor *

Line 216 — expands definition of “pharmaceutical processor” to include allowances for
“botanical cannabis, usable cannabis, and cannabis products”

Line 235 —directs board to promulgate labeling regulations to include potency of each botanical
cannabis product and amount recommended by practitioner or dispensing pharmacist

Line 237 —directs board to promulgate regulations for dispensing and delivering “cannabis
products”, instead of “cannabis oil”

Line 240 — restricts dosage limitation requirement of 10mg of delta-9 THC for each dispensed
dose to “cannabis oil” only *

Line 242 — allows wholesale distribution of “usable cannabis”, “botanical cannabis”, oil, and
“cannabis products”

Line 244 — allows sale of devices for administration of “cannabis products”

Line 251 — removes requirement for regulations to address maximum number of plants
processor may possess at any one time

Line 255 — removes requirement for batch from which testing sample of “cannabis product” is
obtained to be “homogenized”

Line 259 — retains requirement for “cannabis oil” sample to come from “homogenized” batch
Line 260 — requires certified testing laboratory to determine minimum sample size from each
batch of “botanical cannabis”

Line 262 — specifies for what items botanical cannabis must be tested

to “cannabis products”



17,

18.
19.

20.

21.

22.

23.

24.

25.

26.

27.
28.

29,

30.

31.

Line 264 — requires testing thresholds to be consistent with generally accepted cannabis
industry thresholds

Line 265 — allows for remediation of botanical cannabis batch if fails testing

Line 267 — allows retested failed botanical cannabis batch to be processed into cannabis oil,
unless failure related to pesticide requirements

Line 270 — requires any batch processed into cannabis oil to comply with all applicable testing
standards

Line 310 — retains provision for innovative pilot application for use of automated process or
procedure not otherwise authorized in law or regulation

Line 322 — requires board to register all cannabis products that meet testing, labeling, and
packaging standards

Line 342 — allows dispensing of more than one product during 90-day supply

Line 343 - restricts dispensing of botanical cannabis to no more than 4 oz. per 30 days

Line 346 — in determining appropriate amount to dispense, processor or dispensing facility shall
consider all products dispensed and adjust accordingly

Line 360 — clarifies that any cannabis product on site may be up to 10% greater than or less than
level of delta-9 THC measured for labeling; Line 362 - processor or dispensing facility shall
ensure cannabis product on site is within such range; Line 363 — processor shall establish
stability testing schedule of cannabis products.

Line 368-374 — expands criminal liabilities for processor, dispensing facility, employees, agents *
Line 375 — directs board to establish testing standards for botanical cannabis consistent with
generally accepted cannabis industry standards

Line 377 — exempts promulgation of regulations from Administrative Process Act and requires
board to complete its work such that regulations may be implemented by September 1, 2021
Line 383 —allows board to assess and collect botanical cannabis regulatory fees from each
processor in an amount sufficient to implement first, second, and third enactments (To be
addressed later once cost of cannabis-specific software known.)

Line 386 — exempts board’s acquisition of cannabis-specific software product from Virginia
Public Procurement Act *

* Subject did not appear to require regulatory action



2021 SPECIAL SESSION I

ENROLLED

VIRGINIA ACTS OF ASSEMBLY — CHAPTER

An Act to amend and reenact §§ 54.1-3408.3, 54.1-3442.5, 54.1-3442.6, and 54.1-3442.7 of the Code of
Virginia, relating to Board of Pharmacy, pharmaceutical processors, processing and dispensing
cannabis oil.

[H 1988]
Approved

Be it enacted by the General Assembly of Virginia:

1. That §§ 54.1-3408.3, 54.1-3442.5, 54.1-3442.6, and 54.1-3442.7 of the Code of Virginia are
amended and reenacted as follows:

§ 54.1-3408.3. Certification for use of cannabis oil for treatment.

A. As used in this section:

"Cannabis oil" means any formulation of processed Cannabis plant extract, which may include oil
from industrial hemp extract acquired by a pharmaceutical processor pursuant to § 54.1-3442.6, or a
dilution of the resin of the Cannabis plant that contains at least five milligrams of cannabidiol (CBD) or
tetrahydrocannabinolic acid (THC-A) and no more than 10 milligrams of delta-9-tetrahydrocannabinol
per dose. "Cannabis oil" does not include industrial hemp, as defined in § 3.2-4112, that is grown, dealt,
or processed in compliance with state or federal law, unless it has been acquired and formulated with
cannabis plant extract by a pharmaceutical processor.

"Designated caregiver facility” means any hospice or hospice facility licensed pursuant to
§ 32.1-162.3, or home care organization as defined in § 32.1-162.7 that provides pharmaceutical
services or home health services, private provider licensed by the Department of Behavioral Health and
Developmental Services pursuant to Article 2 (§ 37.2-403 et seq.) of Chapter 4 of Title 37.2, assisted
living facility licensed pursuant to § 63.2-1701, or adult day care center licensed pursuant to
§63.2-1701.

"Practitioner" means a practitioner of medicine or osteopathy licensed by the Board of Medicine, a
physician assistant licensed by the Board of Medicine, or a nurse practitioner jointly licensed by the
Board of Medicine and the Board of Nursing.

"Registered agent" means an individual designated by a patient who has been issued a written
certification, or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, designated
by such patient's parent or legal guardian, and registered with the Board pursuant to subsection G.

B. A practitioner in the course of his professional practice may issue a written certification for the
use of cannabis oil for treatment or to alleviate the symptoms of any diagnosed condition or disease
determined by the practitioner to benefit from such use. The practitioner shall use his professional
judgment to determine the manner and frequency of patient care and evaluation and may employ the use
of telemedicine eensistent with federal requirements for the preseribing of Schedule H threugh ¥
controlled substanees, provided that the use of telemedicine includes the delivery of patient care through
real-time interactive audio-visual technology.

C. The written certification shall be on a form provided by the Office of the Executive Secretary of
the Supreme Court developed in consultation with the Board of Medicine. Such written certification
shall contain the name, address, and telephone number of the practitioner, the name and address of the
patient issued the written certification, the date on which the written certification was made, and the
signature or authentic electronic signature of the practitioner. Such written certification issued pursuant
to subsection B shall expire no later than one year after its issuance unless the practitioner provides in
such written certification an earlier expiration.

D. No practitioner shall be prosecuted under § 18.2-248 or 18.2-248.1 for dispensing eor distributing
the issuance of a certification for the use of cannabis oil for the treatment or to alleviate the symptoms
of a patient's diagnosed condition or disease pursuant to a written certification issued pursuant to
subsection B. Nothing in this section shall preclude the Board of Medicine from sanctioning a
practitioner for failing to properly evaluate or treat a patient's medical condition or otherwise violating
the applicable standard of care for evaluating or treating medical conditions.

E. A practitioner who issues a written certification to a patient pursuant to this section shall register
with the Board and shall hold sufficient education and training to exercise appropriate professional
Judgment in the certification of patients. The Board shall; in eensultation with the Board of Medieine;
set & not limit en the number of patients to whom a practitioner may issue a written certification. The
Board may report information to the applicable licensing board on unusual patterns of certifications
issued by a practitioner.
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F. A patient who has been issued a written certification shall register with the Board or, if such
patient is a minor or an incapacitated adult as defined in § 18.2-369, a patient's parent or legal guardian
shall register and shall register such patient with the Board. No patient shall be required to physically
present the written certification after the initial dispensing by any pharmaceutical processor or cannabis
dispensing facility under each written certification, provided that the pharmaceutical processor or
cannabis dispensing facility maintains an electronic copy of the written certification.

G. A patient, or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, such
patient's parent or legal guardian, may designate an individual to act as his registered agent for the
purposes of receiving cannabis oil pursuant to a valid written certification. Such designated individual
shall register with the Board. The Board may set a limit on the number patients for whom any
individual is authorized to act as a registered agent.

H. Upon delivery of cannabis oil by a pharmaceutical processor or cannabis dispensing facility to a
designated caregiver facility, any employee or contractor of a designated caregiver facility, who is
licensed or registered by a health regulatory board and who is authorized to possess, distribute, or
administer medications, may accept delivery of the cannabis oil on behalf of a patient or resident for
subsequent delivery to the patient or resident and may assist in the administration of the cannabis oil to
the patient or resident as necessary.

H: I The Board shall promulgate regulations to implement the registration process. Such regulations
shall include (i) a mechanism for sufficiently identifying the practitioner issuing the written certification,
the patient being treated by the practitioner, his registered agent, and, if such patient is a minor or an
incapacitated adult as defined in § 18.2-369, the patient's parent or legal guardian; (ii) a process for
ensuring that any changes in the information are reported in an appropriate timeframe; and (iii) a
prohibition for the patient to be issued a written certification by more than one practitioner during any
given time period.

E J. Information obtained under the registration process shall be confidential and shall not be subject
to the disclosure provisions of the Virginia Freedom of Information Act (§ 2.2-3700 et seq.). However,
reasonable access to registry information shall be provided to (i) the Chairmen of the House Committee
for Courts of Justice and the Senate Committee on the Judiciary, (ii) state and federal agencies or local
law enforcement for the purpose of investigating or prosecuting a specific individual for a specific
violation of law, (iii) licensed practitioners or pharmacists, or their agents, for the purpose of providing
patient care and drug therapy management and monitoring of drugs obtained by a registered patient, (iv)
a pharmaceutical processor or cannabis dispensing facility involved in the treatment of a registered
patient, or (v) a registered patient, his registered agent, or, if such patient is a minor or an incapacitated
adult as defined in § 18.2-369, the patient's parent or legal guardian, but only with respect to
information related to such registered patient.

§ 54.1-3442.5. Definitions.

As used in this article:

"Cannabis dispensing facility" means a facility that (i) has obtained a permit from the Board pursuant
to § 54.1-3442.6; (ii) is owned, at least in part, by a pharmaceutical processor; and (iii) dispenses
cannabis oil produced by a pharmaceutical processor to a registered patient, his registered agent, or, if
such patient is a minor or an incapacitated adult as defined in § 18.2-369, such patient's parent or legal
guardian.

"Cannabis oil" has the same meaning as specified in § 54.1-3408.3.

"Designated caregiver facility” has the same meaning as defined in § 54.1-3408.3.

"Pharmaceutical processor" means a facility that (i) has obtained a permit from the Board pursuant to
§ 54.1-3408.3 and (ii) cultivates Cannabis plants intended only for the production of cannabis oil,
produces cannabis oil, and dispenses cannabis oil to a registered patient, his registered agent, or, if such
patient is a minor or an incapacitated adult as defined in § 18.2-369, such patient's parent or legal
guardian.

"Practitioner" has the same meaning as specified in § 54.1-3408.3.

"Registered agent" has the same meaning as specified in § 54.1-3408.3.

§ 54.1-3442.6. Permit to operate pharmaceutical processor or cannabis dispensing facility.

A. No person shall operate a pharmaceutical processor or a cannabis dispensing facility without first
obtaining a permit from the Board. The application for such permit shall be made on a form provided
by the Board and signed by a pharmacist who will be in full and actual charge of the pharmaceutical
preeesser processor's dispensing area or cannabis dispensing facility. The Board shall establish an
application fee and other general requirements for such application.

B. Each permit shall expire annually on a date determined by the Board in regulation. The number of
permits that the Board may issue or renew in any year is limited to one pharmaceutical processor and
up to five cannabis dispensing facilities for each health service area established by the Board of Health.
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Permits shall be displayed in a conspicuous place on the premises of the pharmaceutical processor and
cannabis dispensing facility.

C. The Board shall adopt regulations establishing health, safety, and security requirements for
pharmaceutical processors and cannabis dispensing facilities. Such regulations shall include requirements
for (i) physical standards; (ii) location restrictions; (iii) security systems and controls; (iv) minimum
equipment and resources; (v) recordkeeping; (vi) labeling and packaging; (vii) gquastesly routine
inspections no more frequently than once annually; (viii) processes for safely and securely dispensing
and delivering in person cannabis oil to a registered patient, his registered agent, or, if such patient is a
minor or an incapacitated adult as defined in § 18.2-369, such patient's parent or legal guardian; (ix)
dosage limitations, which shall provide that each dispensed dose of cannabis oil not exceed 10
milligrams of delta-9-tetrahydrocannabinol; (x) a process for the wholesale distribution of and the
transfer of cannabis oil products between pharmaceutical processors and, between a pharmaceutical
processor and a cannabis dispensing facility, and between cannabis dispensing facilities; (xi) an
allowance for the sale of devices for administration of dispensed products and hemp-based CBD
products that meet the applicable standards set forth in state and federal law, including the laboratory
testing standards set forth in subsection M, (xii) an allowance for the use and distribution of inert
product samples containing no cannabinoids for patient demonstration exclusively at the pharmaceutical
processor or cannabis dispensing facility, and not for further distribution or sale, without the need for a
written certification; and (xiii) a process for acquiring oil from industrial hemp extract and formulating
such oil extract with Cannabis plant extract into allowable dosages of cannabis oil; and (xiv) an
allowance for the advertising and promotion of the pharmaceutical processor's products and operations,
which shall not limit the pharmaceutical processor from the provision of educational material to
practitioners who issue written certifications and registered patients. The Board shall also adopt
regulations for pharmaceutical processors that include requirements for (a) processes for safely and
securely cultivating Cannabis plants intended for producing cannabis oil;, (b) a maximum number of
marijuana plants a pharmaceutical proeessor may pessess at any one time; (e) the secure disposal of

remains; agricultural waste, and (&) (c) a process for registering cannabis oil products.

D. The Board shall require that, after processing and before dispensing cannabis oil, a pharmaceutical
processor shall make a sample available from each homogenized batch of product for testing by an
independent laboratory located in Virginia meeting Board requirements. A valid sample size for testing
shall be determined by each laboratory and may vary due to sample matrix, analytical method, and
laboratory-specific procedures. A minimum sample size of 0.5 percent of individual units for dispensing
or distribution from each homogenized batch is required to achieve a representative sample for analysis.
The pharmaceutical processor may remediate cannabis oil that fails any quality testing standard.
Following remediation, all remediated cannabis oil shall be subject to laboratory testing and approved
upon satisfaction of testing standards applied to cannabis oil generally. Stability testing shall not be
required for any cannabis oil product with an expiration date assigned by the pharmaceutical processor
of six months or less from the date of packaging.

E. A laboratory testing samples for a pharmaceutical processor shall obtain a controlled substances
registration certificate pursuant to § 54.1-3423 and shall comply with quality standards established by the
Board in regulation.

F. Every pharmaceutical preeesser processor's dispensing area or cannabis dispensing facility shall
be under the personal supervision of a licensed pharmacist on the premises of the pharmaceutical
processor or cannabis dispensing facility. A pharmaeist in eharge of a pharmaceutical proecessor may
authorize ecertain employee aceess to seeured areas designated for eultivation and other areas approved

e The pharmaceutical processor shall ensure that security measures are adequate to
protect the cannabis from diversion at all times, and the pharmacist-in-charge shall have concurrent
responsibility for preventing diversion from the dispensing area.

Every pharmaceutical processor shall designate a person who shall have oversight of the cultivation
and production areas of the pharmaceutical processor and shall provide such information to the Board.
The Board shall direct all communications related to enforcement of requirements related to cultivation
and production of cannabis oil products by the pharmaceutical processor to such designated person.

G. The Board shall require the material owners of an applicant for a pharmaceutical processor or
cannabis dispensing facility permit to submit to fingerprinting and provide personal descriptive
information to be forwarded along with his fingerprints through the Central Criminal Records Exchange
to the Federal Bureau of Investigation for the purpose of obtaining criminal history record information
regarding the apphieant applicant’s material owners. The cost of fingerprinting and the criminal history
record search shall be paid by the applicant. The Central Criminal Records Exchange shall forward the
results of the criminal history background check to the Board or its designee, which shall be a
governmental entity. 4 pharmaceutical processor shall maintain evidence of criminal background checks
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employed by the pharmaceutical processor or cannabis dispensing facility shall make and maintain, on
site or remotely by electronic means, for two years a paper or electronic copy of the written certification
that provides an exact image of the document that is clearly legible; shall view, in person or by
audiovisual means, a current photo identification of the patient, registered agent, parent, or legal
guardian; and shall verify current board registration of the practitioner and the corresponding patient,
registered agent, parent, or legal guardian. Thereafier, an initial dispensing may be delivered to the
patient, registered agent, parent, legal guardian, or designated caregiver facility. Prior to any
subsequent dispensing of cannabis oil pursuant to each written certification, the pharmaeist;
technieian; an employee or delivery agent shall view the current written certifieation: a current photo
identification of the patient, registered agent, parent, or legal guardian; and the current board registration
issued to the patient, registered agent, parent, or legal guardian. No pharmaceutical processor or cannabis
dispensing facility shall dispense more than a 90-day supply, as determined by the dispensing
pharmacist or certifying practitioner, for any patient during any 90-day period. The Beard shall establish
i regulation an amount of cannabis oil that constitutes a 90-day supply to treat or aleviate the

of a patient's diagnesed condition or disease: A pharmaceutical processor or cannabis
dispensing facility may dispense less than a 90-day supply.

B. A pharmaceutical processor or cannabis dispensing facility shall dispense only cannabis oil that
has been cultivated and produced on the premises of a pharmaceutical processor permitted by the Board
or cannabis oil that has been formulated with oil from industrial hemp acquired by a pharmaceutical
processor from a registered industrial hemp dealer or processor pursuant to § 54.1-3442.6. A
pharmaceutical processor may begin cultivation upon being issued a permit by the Board.

C. The Board shall report annually by December 1 to the Chairmen of the House Committee for
Courts of Justiee Health, Welfare and Institutions and the Senate Committee on the Judiciary Education
and Health on the operation of pharmaceutical processors and cannabis dispensing facilities issued a
permit by the Board, including the number of practitioners, patients, registered agents, and parents or
legal guardians of patients who have registered with the Board and the number of written certifications
issued pursuant to § 54.1-3408.3.

D. The concentration of delta-9-tetrahydrocannabinol in any cannabis oil on site may be up to 10
percent greater than or less than the level of delta-9-tetrahydrocannabinol measured for labeling. A
pharmaceutical processor and cannabis dispensing facility shall ensure that such concentration in any
cannabis oil on site is within such range. A pharmaceutical processor producing cannabis oil shall
establish a stability testing schedule of cannabis oil.

2. That the Board of Pharmacy (the Board) shall promulgate regulations implementing the
provisions of this act. The Board's initial adoption of regulations shall be exempt from the
Administrative Process Act (§ 2.2-4000 et seq. of the Code of Virginia), except that the Board shall
provide an opportunity for public comment on the regulations prior to adoption. The Board shall
complete work on such regulations in order that they will be implemented no later than
September 1, 2021.

3. That in promulgating the regulations implementing the provisions of this act, the Board of
Pharmacy shall amend 18VAC-110-60-220 and may include reasonable restrictions on the
advertising, logos, signage, and display of cannabis oil products and the appearance of
pharmaceutical processors and cannabis dispensing facilities, provided that such restrictions do not
prohibit (i) the reasonable promotion of their business and operations or (ii) nonpublic
communications. Restrictions may include (a) prohibiting false or misleading statements, (b)
prohibiting incorporating unsupported health claims, (c) prohibiting advertisements that target
children and the use of statements and illustrations designed or likely to appeal to children, (d)
prohibiting online advertising intended to target or otherwise appeal to children, (e) restricting the
proximity of advertising to schools, and (f) restricting the posting of advertisements on public
property, including public transit vehicles and facilities.
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2021 SPECIAL SESSION 1

ENROLLED

VIRGINIA ACTS OF ASSEMBLY — CHAPTER

An Act to amend and reenact §§ 18.2-250.1, 54.1-2519, 54.1-2521, 54.1-2903, 54.1-3408.3, and
54.1-3442.5 through 54.1-3442.8 of the Code of Virginia, relating to pharmaceutical processors;
cannabis products.

[H 2218]
Approved

Be it enacted by the General Assembly of Virginia:

1. That §§ 18.2-250.1, 54.1-2519, 54.1-2521, 54.1-2903, 54.1-3408.3, and 54.1-3442.5 through
54.1-3442.8 of the Code of Virginia are amended and reenacted as follows:

§ 18.2-250.1. Possession of marijuana unlawful.

A. Tt is unlawful for any person knowingly or intentionally to possess marijuana unless the substance
was obtained directly from, or pursuant to, a valid prescription or order of a practitioner while acting in
the course of his professional practice, or except as otherwise authorized by the Drug Control Act
(§ 54.1-3400 et seq.). The attorney for the Commonwealth or the county, city, or town attorney may
prosecute such a case.

Upon the prosecution of a person for violation of this section, ownership or occupancy of the
premises or vehicle upon or in which marijuana was found shall not create a presumption that such
person either knowingly or intentionally possessed such marijuana.

Any person who violates this section is subject to a civil penalty of no more than $25. A violation of
this section is a civil offense. Any civil penalties collected pursuant to this section shall be deposited
into the Drug Offender Assessment and Treatment Fund established pursuant to § 18.2-251.02.

B. Any violation of this section shall be charged by summons. A summons for a violation of this
section may be executed by a law-enforcement officer when such violation is observed by such officer.
The summons used by a law-enforcement officer pursuant to this section shall be in form the same as
the uniform summons for motor vehicle law violations as prescribed pursuant to § 46.2-388. No court
costs shall be assessed for violations of this section. A person's criminal history record information as
defined in § 9.1-101 shall not include records of any charges or judgments for a violation of this section,
and records of such charges or judgments shall not be reported to the Central Criminal Records
Exchange. However, if a violation of this section occurs while an individual is operating a commercial
motor vehicle as defined in § 46.2-341.4, such violation shall be reported to the Department of Motor
Vehicles and shall be included on such individual's driving record.

C. The procedure for appeal and trial of any violation of this section shall be the same as provided
by law for misdemeanors; if requested by either party on appeal to the circuit court, trial by jury shall
be as provided in Article 4 (§ 19.2-260 et seq.) of Chapter 15 of Title 19.2, and the Commonwealth
shall be required to prove its case beyond a reasonable doubt.

D. The provisions of this section shall not apply to members of state, federal, county, city, or town
law-enforcement agencies, jail officers, or correctional officers, as defined in § 53.1-1, certified as
handlers of dogs trained in the detection of controlled substances when possession of marijuana is
necessary for the performance of their duties.

E. The provisions of this section involving marijuana in the form of cannabis ei#l products as that
term is defined in § 54.1-3408.3 shall not apply to any person who possesses such e#l cannabis product
pursuant to a valid written certification issued by a practitioner in the course of his professional practice
pursuant to § 54.1-3408.3 for treatment or to alleviate the symptoms of (i) the person's diagnosed
condition or disease, (ii) if such person is the parent or legal guardian of a minor or of an incapacitated
adult as defined in § 18.2-369, such minor's or incapacitated adult's diagnosed condition or disease, or
(ii) if such person has been designated as a registered agent pursuant to § 54.1-3408.3, the diagnosed
condition or disease of his principal or, if the principal is the parent or legal guardian of a minor or of
an incapacitated adult as defined in § 18.2-369, such minor's or incapacitated adult's diagnosed condition
or disease.

§ 54.1-2519. Definitions.

As used in this chapter, unless the context requires a different meaning:

"Administer" means the direct application of a controlled substance, whether by injection, inhalation,
ingestion or any other means, to the body of a patient or research subject by (i) a practitioner or, under
the practitioner's direction, his authorized agent or (ii) the patient or research subject at the direction and
in the presence of the practitioner.

"Bureau" means the Virginia Department of State Police, Bureau of Criminal Investigation, Drug
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Diversion Unit.

"Controlled substance" means a drug, substance or immediate precursor in Schedules I through VI of
the Drug Control Act, Chapter 34 (§ 54.1-3400 et seq.) of this title.

"Covered substance" means all controlled substances included in Schedules II, III, and IV; controlled
substances included in Schedule V for which a prescription is required; naloxone; and all drugs of
concern that are required to be reported to the Prescription Monitoring Program, pursuant to this chapter.
"Covered substance" also includes cannabis e# products dispensed by a pharmaceutical processor in
Virginia.

"Department”" means the Virginia Department of Health Professions.

"Director" means the Director of the Virginia Department of Health Professions.

"Dispense" means to deliver a controlled substance to an ultimate user, research subject, or owner of
an animal patient by or pursuant to the lawful order of a practitioner, including the prescribing and
administering, packaging, labeling or compounding necessary to prepare the substance for that delivery.

"Dispenser" means a person or entity that (i) is authorized by law to dispense a covered substance or
to maintain a stock of covered substances for the purpose of dispensing, and (ii) dispenses the covered
substance to a citizen of the Commonwealth regardless of the location of the dispenser, or who
dispenses such covered substance from a location in Virginia regardless of the location of the recipient.

"Drug of concern" means any drug or substance, including any controlled substance or other drug or
substance, where there has been or there is the potential for abuse and that has been identified by the
Board of Pharmacy pursuant to § 54.1-3456.1.

"Prescriber" means a practitioner licensed in the Commonwealth who is authorized pursuant to
§§ 54.1-3303 and 54.1-3408 to issue a prescription for a covered substance or a practitioner licensed in
another state to so issue a prescription for a covered substance.

"Recipient" means a person who receives a covered substance from a dispenser and includes the
owner of an animal patient.

"Relevant health regulatory board" means any such board that licenses persons or entities with the
authority to prescribe or dispense covered substances, including the Board of Dentistry, the Board of
Medicine, the Board of Veterinary Medicine, and the Board of Pharmacy.

§ 54.1-2521. Reporting requirements.

A. The failure by any person subject to the reporting requirements set forth in this section and the
Department's regulations to report the dispensing of covered substances shall constitute grounds for
disciplinary action by the relevant health regulatory board.

B. Upon dispensing a covered substance, a dispenser of such covered substance shall report the
following information:

1. The recipient's name and address.

2. The recipient's date of birth.

3. The covered substance that was dispensed to the recipient.

4. The quantity of the covered substance that was dispensed.

5. The date of the dispensing.

6. The prescriber's identifier number and, in cases in which the covered substance is a cannabis eil
product, the expiration date of the written certification.

7. The dispenser's identifier number.

8. The method of payment for the prescription.

9. Any other non-clinical information that is designated by the Director as necessary for the
implementation of this chapter in accordance with the Department's regulations.

10. Any other information specified in regulations promulgated by the Director as required in order
for the Prescription Monitoring Program to be eligible to receive federal funds.

C. Except as provided in subdivision 7 of § 54.1-2522, in cases where the ultimate user of a covered
substance is an animal, the dispenser shall report the relevant information required by subsection B for
the owner of the animal.

D. The reports required herein shall be made to the Department or its agent within 24 hours or the
dispenser's next business day, whichever comes later, and shall be made and transmitted in such manner
and format and according to the standards and schedule established in the Department's regulations.

§ 54.1-2903. What constitutes practice; advertising in connection with medical practice.

A. Any person shall be regarded as practicing the healing arts who actually engages in such practice
as defined in this chapter, or who opens an office for such purpose, or who advertises or announces to
the public in any manner a readiness to practice or who uses in connection with his name the words or
letters "Doctor," "Dr.," "M.D.," "D.O.," "D.P.M.," "D.C.," "Healer," "N.P.," or any other title, word,
letter or designation intending to designate or imply that he is a practitioner of the healing arts or that
he is able to heal, cure or relieve those suffering from any injury, deformity or disease.

Signing a birth or death certificate, or signing any statement certifying that the person so signing has
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rendered professional service to the sick or injured, or signing or issuing a prescription for drugs or
other remedial agents, shall be prima facie evidence that the person signing or issuing such writing is
practicing the healing arts within the meaning of this chapter except where persons other than physicians
are required to sign birth certificates.

B. No person regulated under this chapter shall use the title "Doctor" or the abbreviation "Dr." in
writing or in advertising in connection with his practice unless he simultaneously uses words, initials, an
abbreviation or designation, or other language that identifies the type of practice for which he is
licensed. No person regulated under this chapter shall include in any advertisement a reference to
marijuana, as defined in § 18.2-247, unless such advertisement is for the treatment of addiction or
substance abuse. However, nothing in this subsection shall prevent a person from including in any
advertisement that such person is registered with the Board of Pharmacy to issue written certifications
for the use of cannabis e# products, as defined in § 54.1-3408.3.

§ 54.1-3408.3. Certification for use of cannabis products for treatment.

A. As used in this section:

"Botanical cannabis" means cannabis that is composed wholly of usable cannabis from the same
parts of the same chemovar of cannabis plant.

"Cannabis oil" means any formulation of processed Cannabis plant extract, which may include oil
from industrial hemp extract acquired by a pharmaceutical processor pursuant to § 54.1-3442.6, or a
dilution of the resin of the Cannabis plant that contains at least five milligrams of cannabidiol (CBD) or
tetrahydrocannabinolic acid (THC-A) and no more than 10 milligrams of delta-9-tetrahydrocannabinol
per dose. "Cannabis oil" does not include industrial hemp, as defined in § 3.2-4112, that is grown, dealt,
or processed in compliance with state or federal law, unless it has been acquired and formulated with
cannabis plant extract by a pharmaceutical processor.

"Cannabis product” means a product that is (i) produced by a pharmaceutical processor, registered
with the Board, and compliant with testing requirements and (ii) composed of cannabis oil or botanical
cannabis.

"Practitioner" means a practitioner of medicine or osteopathy licensed by the Board of Medicine, a
physician assistant licensed by the Board of Medicine, or a nurse practitioner jointly licensed by the
Board of Medicine and the Board of Nursing.

"Registered agent" means an individual designated by a patient who has been issued a written
certification, or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, designated
by such patient's parent or legal guardian, and registered with the Board pursuant to subsection G.

"Usable cannabis" means any cannabis plant material, including seeds, but not (i) resin that has
been extracted from any part of the cannabis plant, its seeds, or its resin; (ii) the mature stalks, fiber
produced from the stalks, or any other compound, manufacture, salt, or derivative, mixture, or
preparation of the mature stalks; or (iii) oil or cake made from the seeds of the plant.

B. A practitioner in the course of his professional practice may issue a written certification for the
use of cannabis e# products for treatment or to alleviate the symptoms of any diagnosed condition or
disease determined by the practitioner to benefit from such use. The practitioner shall use his
professional judgment to determine the manner and frequency of patient care and evaluation and may
employ the use of telemedicine consistent with federal requirements for the prescribing of Schedule II
through V controlled substances. If a practitioner determines it is consistent with the standard of care to
dispense botanical cannabis to a minor, the written certification shall specifically authorize such
dispensing. If not specifically included on the initial written certification, authorization for botanical
cannabis may be communicated verbally or in writing to the pharmacist at the time of dispensing.

C. The written certification shall be on a form provided by the Office of the Executive Secretary of
the Supreme Court developed in consultation with the Board of Medicine. Such written certification
shall contain the name, address, and telephone number of the practitioner, the name and address of the
patient issued the written certification, the date on which the written certification was made, and the
signature of the practitioner. Such written certification issued pursuant to subsection B shall expire no
later than one year after its issuance unless the practitioner provides in such written certification an
earlier expiration.

D. No practitioner shall be prosecuted under § 18.2-248 or 18.2-248.1 for dispensing or distributing
cannabis e# products for the treatment or to alleviate the symptoms of a patient's diagnosed condition or
disease pursuant to a written certification issued pursuant to subsection B. Nothing in this section shall
preclude the Board of Medicine from sanctioning a practitioner for failing to properly evaluate or treat a
patient's medical condition or otherwise violating the applicable standard of care for evaluating or
treating medical conditions.

E. A practitioner who issues a written certification to a patient pursuant to this section shall register
with the Board. The Board shall, in consultation with the Board of Medicine, set a limit on the number
of patients to whom a practitioner may issue a written certification.
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F. A patient who has been issued a written certification shall register with the Board or, if such
patient is a minor or an incapacitated adult as defined in § 18.2-369, a patient's parent or legal guardian
shall register and shall register such patient with the Board.

G. A patient, or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, such
patient's parent or legal guardian, may designate an individual to act as his registered agent for the
purposes of receiving cannabis e# products pursuant to a valid written certification. Such designated
individual shall register with the Board. The Board may set a limit on the number of patients for whom
any individual is authorized to act as a registered agent.

H. The Board shall promulgate regulations to implement the registration process. Such regulations
shall include (i) a mechanism for sufficiently identifying the practitioner issuing the written certification,
the patient being treated by the practitioner, his registered agent, and, if such patient is a minor or an
incapacitated adult as defined in § 18.2-369, the patient's parent or legal guardian; (ii) a process for
ensuring that any changes in the information are reported in an appropriate timeframe; and (iii) a
prohibition for the patient to be issued a written certification by more than one practitioner during any
given time period.

L. Information obtained under the registration process shall be confidential and shall not be subject to
the disclosure provisions of the Virginia Freedom of Information Act (§ 2.2-3700 et seq.). However,
reasonable access to registry information shall be provided to (i) the Chairmen of the House Committee
for Courts of Justice and the Senate Committee on the Judiciary, (ii) state and federal agencies or local
law enforcement for the purpose of investigating or prosecuting a specific individual for a specific
violation of law, (iii) licensed practitioners or pharmacists for the purpose of providing patient care and
drug therapy management and monitoring of drugs obtained by a registered patient, (iv) a
pharmaceutical processor or cannabis dispensing facility involved in the treatment of a registered patient,
or (v) a registered patient, his registered agent, or, if such patient is a minor or an incapacitated adult as
defined in § 18.2-369, the patient's parent or legal guardian, but only with respect to information related
to such registered patient.

§ 54.1-3442.5. Definitions.

As used in this article:

“Cannabis el" has "Botanical cannabis," "cannabis oil," "cannabis product," and "usable cannabis"
have the same meaning meanings as specified in § 54.1-3408.3.

"Cannabis dispensing facility" means a facility that (i) has obtained a permit from the Board pursuant
to § 54.1-3442.6; (ii) is owned, at least in part, by a pharmaceutical processor; and (iii) dispenses
cannabis e# products produced by a pharmaceutical processor to a registered patient, his registered
agent, or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, such patient's
parent or legal guardian.

"Pharmaceutical processor" means a facility that (i) has obtained a permit from the Board pursuant to
§ 54.1-3408.3 and (ii) cultivates Cannabis plants intended only for the production of cannabis oil,
botanical cannabis, and usable cannabis, produces cannabis eil products, and dispenses cannabis e
products to a registered patient, his registered agent, or, if such patient is a minor or an incapacitated
adult as defined in § 18.2-369, such patient's parent or legal guardian.

"Practitioner" has the same meaning as specified in § 54.1-3408.3.

"Registered agent" has the same meaning as specified in § 54.1-3408.3.

§ 54.1-3442.6. Permit to operate pharmaceutical processor or cannabis dispensing facility.

A. No person shall operate a pharmaceutical processor or a cannabis dispensing facility without first
obtaining a permit from the Board. The application for such permit shall be made on a form provided
by the Board and signed by a pharmacist who will be in full and actual charge of the pharmaceutical
processor or cannabis dispensing facility. The Board shall establish an application fee and other general
requirements for such application.

B. Each permit shall expire annually on a date determined by the Board in regulation. The number of
permits that the Board may issue or renew in any year is limited to one pharmaceutical processor and
up to five cannabis dispensing facilities for each health service area established by the Board of Health.
Permits shall be displayed in a conspicuous place on the premises of the pharmaceutical processor and
cannabis dispensing facility.

C. The Board shall adopt regulations establishing health, safety, and security requirements for
pharmaceutical processors and cannabis dispensing facilities. Such regulations shall include requirements
for (i) physical standards; (ii) location restrictions; (iii) security systems and controls; (iv) minimum
equipment and resources; (v) recordkeeping; (vi) labeling, including the potency of each botanical
cannabis product and the amounts recommended by the practitioner or dispensing pharmacist, and
packaging; (vii) quarterly inspections; (viii) processes for safely and securely dispensing and delivering
in person cannabis e# products to a registered patient, his registered agent, or, if such patient is a minor
or an incapacitated adult as defined in § 18.2-369, such patient's parent or legal guardian; (ix) dosage
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limitations; whieh shall for cannabis oil that provide that each dispensed dose of cannabis oil not exceed
10 milligrams of delta-9-tetrahydrocannabinol; (x) a process for the wholesale distribution of and the
transfer of wsable cannabis, botanical cannabis, cannabis oil, and cannabis products between
pharmaceutical processors and between a pharmaceutical processor and a cannabis dispensing facility;
(xi) an allowance for the sale of devices for administration of dispensed cannabis products; (xii) an
allowance for the use and distribution of inert product samples containing no cannabinoids for patient
demonstration exclusively at the pharmaceutical processor or cannabis dispensing facility, and not for
further distribution or sale, without the need for a written certification; and (xiii) a process for acquiring
oil from industrial hemp extract and formulating such oil extract with Cannabis plant extract into
allowable dosages of cannabis oil. The Board shall also adopt regulations for pharmaceutical processors
that include requirements for (a) processes for safely and securely cultivating Cannabis plants intended
for producing cannabis e# products; (b) a maeximum number of marijuana plants a pharmaceutical
proeessor may pessess at any one time; (¢) (b) the secure disposal of plant remains; and () (¢) a
process for registering cannabis oil products.

D. The Board shall require that, after processing and before dispensing any cannabis eil products, a
pharmaceutical processor shall make a sample available from each hemegenized batch of cannabis
product for testing by an independent laboratory located in Virginia meeting Board requirements. A
valid sample size for testing shall be determined by each laboratory and may vary due to sample matrix,
analytical method, and laboratory-specific procedures. A minimum sample size of 0.5 percent of
individual units for dispensing or distribution from each homogenized batch of cannabis oil is required
to achieve a representative cannabis oil sample for analysis. 4 minimum sample size, to be determined
by the certified testing laboratory, from each batch of botanical cannabis is required to achieve a
representative botanical cannabis sample for analysis. Botanical cannabis products shall only be tested
for the following: total cannabidiol (CBD); total tetrahydrocannabinol (THC); terpenes; pesticide
chemical residue; heavy metals; mycotoxins; moisture; and microbiological contaminants. Testing
thresholds shall be consistent with generally accepted cannabis industry thresholds. If a sample from a
batch of botanical cannabis fails testing requirements, the processor may remediate the batch and
submit a sample for retesting. If the batch fails retesting, it shall be considered usable cannabis and
may be processed into cannabis oil, unless the failure is related to pesticide requirements, in which case
the batch shall not be considered usable cannabis and shall not be processed into cannabis oil. Any
batch processed into cannabis oil shall comply with all applicable testing standards.

E. A laboratory testing samples for a pharmaceutical processor shall obtain a controlled substances
registration certificate pursuant to § 54.1-3423 and shall comply with quality standards established by the
Board in regulation.

F. Every pharmaceutical processor or cannabis dispensing facility shall be under the personal
supervision of a licensed pharmacist on the premises of the pharmaceutical processor or cannabis
dispensing facility. A pharmacist in charge of a pharmaceutical processor may authorize certain
employee access to secured areas designated for cultivation and other areas approved by the Board. No
pharmacist shall be required to be on the premises during such authorized access. The
pharmacist-in-charge shall ensure security measures are adequate to protect the cannabis from diversion
at all times.

G. The Board shall require an applicant for a pharmaceutical processor or cannabis dispensing
facility permit to submit to fingerprinting and provide personal descriptive information to be forwarded
along with his fingerprints through the Central Criminal Records Exchange to the Federal Bureau of
Investigation for the purpose of obtaining criminal history record information regarding the applicant.
The cost of fingerprinting and the criminal history record search shall be paid by the applicant. The
Central Criminal Records Exchange shall forward the results of the criminal history background check to
the Board or its designee, which shall be a governmental entity.

H. In addition to other employees authorized by the Board, a pharmaceutical processor may employ
individuals who may have less than two years of experience (i) to perform cultivation-related duties
under the supervision of an individual who has received a degree in horticulture or a certification
recognized by the Board or who has at least two years of experience cultivating plants and (ii) to
perform extraction-related duties under the supervision of an individual who has a degree in chemistry
or pharmacology or at least two years of experience extracting chemicals from plants.

I. A pharmaceutical processor to whom a permit has been issued by the Board may establish up to
five cannabis dispensing facilities for the dispensing of cannabis el products that has have been
cultivated and produced on the premises of a pharmaceutical processor permitted by the Board. Each
cannabis dispensing facility shall be located within the same health service area as the pharmaceutical
processor.

J. No person who has been convicted of (i) a felony under the laws of the Commonwealth or another
jurisdiction or (ii) within the last five years, any offense in violation of Article 1 (§ 18.2-247 et seq.) or
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Article 1.1 (§ 18.2-265.1 et seq.) of Chapter 7 of Title 18.2 or a substantially similar offense under the
laws of another jurisdiction shall be employed by or act as an agent of a pharmaceutical processor or
cannabis dispensing facility.

K. Every pharmaceutical processor or cannabis dispensing facility shall adopt policies for
pre-employment drug screening and regular, ongoing, random drug screening of employees.

L. A pharmacist at the pharmaceutical processor and the cannabis dispensing facility shall determine
the number of pharmacy interns, pharmacy technicians and pharmacy technician trainees who can be
safely and competently supervised at one time; however, no pharmacist shall supervise more than six
persons performing the duties of a pharmacy technician at one time.

M. Any person who proposes to use an automated process or procedure during the production of
cannabis e# products that is not otherwise authorized in law or regulation or at a time when a
pharmacist will not be ea-site on site may apply to the Board for approval to use such process or
procedure pursuant to subsections B through E of § 54.1-3307.2.

N. A pharmaceutical processor may acquire oil from industrial hemp extract processed in Virginia,
and in compliance with state or federal law, from a registered industrial hemp dealer or processor. A
pharmaceutical processor may process and formulate such oil extract with cannabis plant extract into an
allowable dosage of cannabis oil. Oil from industrial hemp acquired by a pharmaceutical processor is
subject to the same third-party testing requirements that may apply to cannabis plant extract. Testing
shall be performed by a laboratory located in Virginia and in compliance with state law. The industrial
hemp dealer or processor shall provide such third-party testing results to the pharmaceutical processor
before oil from industrial hemp may be acquired.

O. The Board shall register all cannabis products that meet testing, labeling, and packaging
standards.

§ 54.1-3442.7. Dispensing cannabis products; report.

A. A pharmaceutical processor or cannabis dispensing facility shall dispense or deliver cannabis eil
products only in person to (i) a patient who is a Virginia resident or temporarily resides in Virginia as
made evident to the Board, has been issued a valid written certification, and is registered with the Board
pursuant to § 54.1-3408.3; (ii) such patient's registered agent; or (iii) if such patient is a minor or an
incapacitated adult as defined in § 18.2-369, such patient's parent or legal guardian who is a Virginia
resident or temporarily resides in Virginia as made evident to the Board and is registered with the Board
pursuant to § 54.1-3408.3. Prior to the initial dispensing of each written certification, the pharmacist or
pharmacy technician at the location of the pharmaceutical processor or cannabis dispensing facility shall
make and maintain for two years a paper or electronic copy of the written certification that provides an
exact image of the document that is clearly legible; shall view a current photo identification of the
patient, registered agent, parent, or legal guardian; and shall verify current board registration of the
practitioner and the corresponding patient, registered agent, parent, or legal guardian. Prior to any
subsequent dispensing of each written certification, the pharmacist, pharmacy technician, or delivery
agent shall view the current written certification; a current photo identification of the patient, registered
agent, parent, or legal guardian; and the current board registration issued to the patient, registered agent,
parent, or legal guardian. No pharmaceutical processor or cannabis dispensing facility shall dispense
more than a 90-day supply of a cannabis product for any patient during any 90-day period; however, a
Ppharmaceutical processor or cannabis dispensing facility may dispense more than one cannabis product
fo a patient at one time. No more than four ounces of botanical cannabis shall be dispensed for each
30-day period for which botanical cannabis is dispensed. The Board shall establish in regulation an
amount of cannabis oil that constitutes a 90-day supply to treat or alleviate the symptoms of a patient's
diagnosed condition or disease. In determining the appropriate amount of a cannabis product to be
dispensed to a patient, a pharmaceutical processor or cannabis dispensing facility shall consider all
cannabis products dispensed to the patient and adjust the amount dispensed accordingly.

B. A pharmaceutical processor or cannabis dispensing facility shall dispense only cannabis eil that
has been eultivated and products produced on the premises of a pharmaceutical processor permitted by
the Board or cannabis oil that has been formulated with oil from industrial hemp acquired by a
pharmaceutical processor from a registered industrial hemp dealer or processor pursuant to
§ 54.1-3442.6. A pharmaceutical processor may begin cultivation upon being issued a permit by the
Board.

C. The Board shall report annually by December 1 to the Chairmen of the House Committee for
Courts of Justice and the Senate Committee on the Judiciary on the operation of pharmaceutical
processors and cannabis dispensing facilities issued a permit by the Board, including the number of
practitioners, patients, registered agents, and parents or legal guardians of patients who have registered
with the Board and the number of written certifications issued pursuant to § 54.1-3408.3.

D. The concentration of delta-9-tetrahydrocannabinol in any cannabis eil product on site may be up
to 10 percent greater than or less than the level of delta-9-tetrahydrocannabinol measured for labeling. A
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pharmaceutical processor and cannabis dispensing facility shall ensure that such concentration in any
cannabis e# product on site is within such range. A pharmaceutical processor producing cannabis e#
products shall establish a stability testing schedule of cannabis e#l products.

§ 54.1-3442.8. Criminal liability; exceptions.

No agent or employee of a pharmaceutical processor or cannabis dispensing facility shall be
prosecuted under § 18.2-248, 18.2-248.1, 18.2-250, or 18.2-250.1 for possession or manufacture of
marijuana or for possession, manufacture, or distribution of cannabis e# products, subject to any civil
penalty, denied any right or privilege, or subject to any disciplinary action by a professional licensing
board if such agent or employee (i) possessed or manufactured such marijuana for the purposes of
producing cannabis eil products in accordance with the provisions of this article and Board regulations
or (ii) possessed, manufactured, or distributed such cannabis eil products that are consistent with
generally accepted cannabis industry standards in accordance with the provisions of this article and
Board regulations.

2. That the Board of Pharmacy shall establish testing standards for botanical cannabis and
botanical cannabis products consistent with generally accepted cannabis industry standards.

3. That the Board of Pharmacy shall promulgate regulations implementing the provisions of this
act including its enactment clauses. The Board's adoption of regulations shall be exempt from the
Administrative Process Act (§ 2.2-4000 et seq. of the Code of Virginia), except that the Board shall
provide an opportunity for public comment on the regulations prior to adoption. The Board shall
complete work on such regulations in order that they will be implemented no later than
September 1, 2021.

4. That the Board of Pharmacy may assess and collect botanical cannabis regulatory fees from
each pharmaceutical processor in an amount sufficient to implement the first, second, and third
enactments of this act.

5. That the Board of Pharmacy's acquisition of a commercially available cannabis-specific software
product to implement the provisions of this act is exempt from the requirements of the Virginia
Public Procurement Act (§ 2.2-4300 et seq. of the Code of Virginia).
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Summary of Comments that May Warrant Regulatory Action

L7

Regulation Commenter Comment/Concern Staff Response/Action Taken
Section #
Dalitso/VMCC | Requests acknowledgement of statutory provisions | Allowance for designated caregiver facility staff to accept
for “designated caregiver facilities”. delivered products for patients is covered in the bill/Code.
Unnecessary to replicate in regulation.
10 Dalitso/VMCC | Clarify definition of “batch” Definition clarified
10 Dalitso Request to add “reconciled monthly” to the No change made; reconciliation “at least monthly” is included
definition of “Perpetual Inventory” in 230 C.
10 Dalitso Recommend adding “usable cannabis” to definition | Change made.
of “production”
30 #4 Dalitso Recommend acknowledging in regulation allowance | Change made and added requirement for pharmacist to
for verbal or written authorization for botanical document
cannabis for minors if not captured on written
certification.
30D Dalitso/VMCC | Add language in regulation to acknowledge Addressed in bill/Code; not necessary to repeat in regulation.
statutory allowance for “authentic electronic
signature” on written certification.
60A6 Dalitso/VMCC | Remove ability to deny issuance of registration Policy decision. Allows the Board to deny if there is a flagrant
based on prior conviction pertaining to controlled violation. Has been removed from application. Cannabis is not
substances. Should not preclude medical treatment. | a “controlled substance”.
80 A Dalitso 1. Requests clarifications regarding transportation 1. Comment appears to be requesting added regulation
authority and delivery regarding delivery requirements/responsibilities/protections.
2. Adult use bill/regulating transportation Regulations currently allow for a delivery agent.
2. The current requirement does not impede any legal
possession of medical cannabis products.
80B2 Dalitso Legality of cannabis and disposal requirements These requirements address medical cannabis products, not
adult use products. The current requirement does not impede
legal possession of medical cannabis products under state law.
90 #4 Dalitso Recommend adding allowance for 4 ounces Added
botanical cannabis within 30 day period
90 #10 Dalitso/VMCC | Request to remove ability to suspend or revoke Policy decision (relates to 60 A 6 above)

based on any violation of federal or state law or
regulation;
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Summary of Comments that May Warrant Regulatory Action

supervisors of cultivation or production-related
activities inadvertently limits employees from
accessing their assigned work areas.

have access to keys and codes for safes, vaults, secured areas.
Clarified that other designated employees may have ability to
unlock secured area to perform duties only during hours of
operation and may never have access to security system.

(
(¢

AV

251 A Dalitso 1. Recommends clarifications regarding wholesale 1. Changed the testing language as appropriate
distribution and testing prior 2. Allowed in Code.
2. Packaging requirements for wholesale-removes
the ability to wholesale between a processor and
dispensary 3. Added language to 251 C to address.
3. Adds requirements for how products should be
marked.
251 B Dalitso Request to add language to allow for wholesale Not addressed/allowed in the bill/Code.
distribution of botanical cannabis between cannabis
dispensing facilities.
285C Dalitso Requested additional language for registration of No changes made at this time; Exceeds the scope of the bill and
brand names this regulation
285D Dalitso/VMCC | Request to acknowledge in regulation the statutory | Unnecessary since already in Code.
language that board shall register all cannabis
products that meet testing, labeling, and packaging
standards.
Dalitso recommends certain characteristics be No changes made.
exempt from board’s scope of review during product
registration; prescribes process for product denial or
delay.
290B2h Dalitso Recommends language regarding labeling Addressed through changes
requirement for potency
290B 2 i Dalitso Clarification for testing labeling requirements Changed
290 C Dalitso Recommends allowance for approval of labeling on a | No changes made. Issue has not yet arisen. Also, imposes time

subsequent product if previous product approved.
Indicates labeling deemed to satisfy requirements
unless board notifies processor of cited deficiency

restrictions on board staff which may not always be reasonable
depending on workload, exponential growth of program, and
limited staff.




Summary of Comments that May Warrant Regulatory Action

within 15 days of receipt of request for product
registrat

300 A American Strongly support section 18VAC110-60-300 A. that No change required.
Association requires ISO/IEC 17025 Accreditation through an
for Laboratory | ILAC signatory as required in section 18VAC110-60-
Accreditation | 300.
(A2LA)
300A1 Dalitso Comment to add requirement for the labs to affirm Policy decision on affirmation. Independent status requirement
their independence is already in the regulation.
300A 6 Dalitso Comment to add requirement for labs to submit a No changes made.
security plan for board approval.
3008B American Clearly state that the sample collection of cannabis 54.1-3442.6 states processor shall make sample available to
Association regulated under this rule, be collected by the lab. Unclear if this precludes recommendation for lab to collect
for Laboratory | accredited cannabis testing laboratory. This will sample, but lab required to establish minimum sample size for
Accreditation | ensure that the sample is collected appropriately botanical cannabis.
(A2LA) and objectively, by an impartial sampling agent.
300 B Dalitso/VMCC | Request to separate sample and testing processes Changes made.
for botanical cannabis from cannabis oil. Clarify
testing requirements.
300B1 Dalitso Comment to reduce minimum sample size of No change made. Sample size of 0.5% required in Code.
(submitted cannabis oil products down from current 0.5% of
version) individual units
300B2 Dalitso Language regarding not testing a harvest batch if Not required as there is a standard for testing oil/processed
(submitted being used for oil. products. It was never the intent to add a step here and this
version) has been addressed by separating testing requirements
300B3 Dalitso Language added regarding testing. Language is not necessary.
(submitted
version)
300B4 Dalitso Language added regarding the ability of a processor | No changes made.
(submitted to request voluntary testing in a private agreement
version) not known to the BoP.
300 F (now | Dalitso/VMCC | 1. Request to use different action levels for microbial | 1. Changes made.
G & H) testing requirements for botanical cannabis (used by | 2. The product should be tested for all required tests to ensure

no other issues have arisen, or no other problems have
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MACAULAY ot Ao
Hunter@macjamlaw.com

& JAMERSON ) P.C. Fax: 804.649.3854

June 21, 2021

VIA ELECTRONIC MAIL

Department of Health Professions

Attn: Elaine Yeatts, Agency Regulatory Coordinator
Department of Health Professions

9960 Mayland Drive

Henrico, VA 23233

RE: Dalitso, LLC
Public Comment re: Pharmaceutical Processor Exempt Regulations

Dear Ms. Yeatts:

Macaulay & Jamerson, P.C. represents Dalitso LLC (“Dalitso) and its parent, Jushi Inc. On
behalf of Dalitso, please find enclosed a proposed redline of changes to the draft Regulations
Governing Pharmaceutical Processors.

Additionally, please note that Dalitso associates its position with the changes separately
proposed by the Virginia Medical Cannabis Coalition (“VMCC”). A copy of VMCC’s proposed
changes is attached here as well for reference. Where Dalitso has additional proposed changes or seeks
to provide further context, those comments are incorporated into the attached redline.

Thank you for your consideration of Dalitso’s redline and VMCC’s requested changes.
Please feel free to contact me at 804.467.0307 should you have any questions.
Sincerely,

e

Hunter W. Jamerson
Counsel to Dalitso, LLC

cc: Caroline Juran, Executive Director
Annette Kelley, Deputy Executive Director
Megha Trivedi, Pharm.D., Dalitso, LLC
Sara Payne, Esq., Jushi Inc.

1015 East Main Street ® Fourth Floor ® Richmond, Virginia 23219 e 804.649.4009 e www.macjamlaw.com
4817-0655-0246.3
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2. Offer a discount or any other thing of value to a qualifying patient, parent, er guardian,
or registered agent based on the patient's agreement or decision to use a particular

pharmaceutical processor or cannabis e# product;

3. Examine a qualifying patient for purposes of diagnosing the condition or disease at a

location where cannabis eiHs products are dispensed or produced; or

4. Directly or indirectly benefit from a patient obtaining a certification. Such prohibition shall

not prohibit a practitioner from charging an appropriate fee for the patient visit.

B. A practitioner who issues certifications, and such practitioner's coworker, employee,
spouse, parent, or child, shall not have a direct or indirect financial interest in a pharmaceutical
processor, a cannabis dispensing facility, or any other entity that may benefit from a qualifying
patient's acquisition, purchase, or use of cannabis e# products, including any formal or informal
agreement whereby a pharmaceutical processor or other person provides compensation if the
practitioner issues a certification for a qualifying patient or steers a qualifying patient to a specific

pharmaceutical processor or cannabis e# product.

C. A practitioner shall not issue a certification for himself or for family members, employees,

or coworkers.

D. A practitioner shall not provide product samples containing cannabis e# other than those

approved by the U.S. Food and Drug Administration.
18VAC110-60-50. Registration of a patient, parent, or legal guardian_or registered agent.

A. A qualifying patient for whom a practitioner has issued a certification shall register with the
board in accordance with this section. If the qualifying patient is a minor or an incapacitated adult,
the qualifying patient's parent or legal guardian shall register with the board in accordance with
this section. For a registration application to be considered complete, the following items shall be

submitted:
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d. Details regarding the applicant's plans for security to maintain adequate control
against the diversion, theft, or loss of the Cannabis plants and the cannabis eit

products;

e. Documents sufficient to establish that the applicant is authorized to conduct
business in Virginia and that all applicable state and local building, fire, and zoning

requirements and local ordinances are met or will be met prior to issuance of a permit;

f. Information necessary for the board to conduct a criminal background check on the

applicant;

g. Information about any previous or current involvement in the medical cannabis o

industry;

h. Whether the applicant has ever applied for a permit or registration related to medical
cannabis eil in any state and, if so, the status of that application, permit, or registration,
to include any disciplinary action taken by any state on the permit, the registration, or

an associated license;

i. Any business and marketing plans related to the operation of the pharmaceutical

processor or the sale of cannabis e# products;

j. Text and graphic materials showing the exterior appearance of the proposed

pharmaceutical processor;

k. A blueprint of the proposed pharmaceutical processor that shall show and identify
(i) the square footage of each area of the facility; (ii) the location of all safes or vaults
used to store the Cannabis plants and eil products; (iii) the location of all areas that
may contain Cannabis plants or cannabis eit products; (iv) the placement of walls,

partitions, and counters; and (v) all areas of ingress and egress;
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identification badge to a—pharmaceutical—processer an employee upon exiting the

pharmaceutical processor or facility.

3. All visitors shall log in and out. The pharmaceutical processor or cannabis dispensing
facility shall maintain the visitor log that shall include the date, time, and purpose of the

visit and that shall be available to the board.

4. If an emergency requires the presence of a visitor and makes it impractical for the
pharmaceutical processor or cannabis dispensing facility to obtain a waiver from the
board, the processor or facility shall provide written notice to the board as soon as
practicable after the onset of the emergency. Such notice shall include the name and
company affiliation of the visitor, the purpose of the visit, and the date and time of the visit.
A pharmaceutical processor or cannabis dispensing facility shall monitor the visitor and

maintain a log of such visit as required by this subsection.

H. No cannabis eil products shall be sold, dispensed, or distributed via a delivery service or
any other manner outside of a pharmaceutical processor or cannabis dispensing facility, except
that a registered parent er legal guardian, or registered agent or an agent of the processor or
cannabis dispensing facility may deliver cannabis e#f products to the registered patient or in

accordance with 18VAC110-60-310 A.

I. Notwithstanding the requirements of subsection F of this section, an agent of the board or
local law enforcement or other federal, state, or local government officials may enter any area of

a pharmaceutical processor or cannabis dispensing facility if necessary to perform their

governmental duties.
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angle cameras so as to allow for the capture of clear and certain identification of any

person entering or exiting the facility;
2. The video system shall have:

a. A failure notification system that provides an audible, text, or visual notification of
any failure in the surveillance system. The failure notification system shall provide an
alert to the processor or facility within five minutes of the failure, either by telephone,

email, or text message;

b. The ability to immediately produce a clear color still photo that is @ minimum of 9600

dpi from any camera image, live or recorded,;

c. A date and time stamp embedded on all recordings. The date and time shall be

synchronized and set correctly and shall not significantly obscure the picture; and
d. The ability to remain operational during a power outage;

3. All video recordings shall allow for the exporting of still images in an industry standard
image format. Exported video shall have the ability to be archived in a proprietary format
that ensures authentication of the video and guarantees that no alteration of the recorded
image has taken place. Exported video shall also have the ability to be saved in an industry
standard file format that can be played on a standard computer operating system. A
pharmaceutical processor or cannabis dispensing facility shall erase all recordings prior

to disposal or sale of the facility; and

4. The processor or facility shall make 24-hour recordings from all video cameras available
for immediate viewing by the board or the board's agent upon request and shall retain the
recordings for at least 30 days. If a processor or facility is aware of a pending criminal,
civil, or administrative investigation or legal proceeding for which a recording may contain

relevant information, the processor or facility shall retain an unaltered copy of the
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method utilized to perform a Cannabis-related analysis for pharmaceutical processors

shall be in accordance with the laboratory's ISO/IEC 17025 accreditation. The accrediting

body shall be recognized by International Laboratory Accreditation Cooperation.

a. A laboratory applying for authorization to provide cannabis-related analytical tests

for pharmaceutical processors shall receive ISO/IEC 17025 accreditation within two

years from the date the laboratory applied for ISO/IEC 17025 accreditation. A

laboratory may request, and the board may grant for good cause shown, additional

time for the laboratory to receive ISO/IEC 17025 accreditation.

b. A laboratory shall send proof of ISO/IEC 17025 accreditation to the board for

cannabis-related analytical test methods for pharmaceutical processors for which it

has received ISO/IEC 17025 accreditation no later than five business days after the

date in which the accreditation was received.

c. A laboratory may use nonaccredited analytical test methods so long as the

laboratory _has commenced an application for ISO/IEC 17025 accreditation for

analytical test methods for cannabis-related analysis for pharmaceutical processors.

No laboratory shall use nonaccredited analytical test methods for cannabis-related

analysis for pharmaceutical processors if it has applied for and has not received

ISO/IEC 17025 accreditation within two years. The laboratory may request and the

board may grant for good cause shown additional time for the laboratory to utilize non-

accredited analytical test methods for cannabis-related analysis.

d. At such time that a laboratory loses its ISO/IEC 17025 accreditation for any

cannabis-related analytical test methods for pharmaceutical processors. it shall inform

the board within twenty-four hours. The laboratory shall immediately stop handling,

testing or analyzing Cannabis for pharmaceutical processors.
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processed, manufactured, and certified to be consistent with organic standards in compliance

with 7 CFR Part 205.

E. The cannabis ei products shall be dispensed in child-resistant packaging, except as
provided in 18VAC110-60-210 A. A package shall be deemed child-resistant if it satisfies the
standard for "special packaging" as set forth in the Poison Prevention Packaging Act of 1970

Regulations, 16 CFR 1700.1(b)(4).

F. No person except a pharmacist or a pharmacy technician operating under the direct

supervision of a pharmacist shall alter, deface, or remove any label so affixed.

G. A pharmacist shall be responsible for verifying the accuracy of the dispensed e# product in

all respects prior to dispensing and shall document that each verification has been performed.

H. A pharmacist shall document a registered patient's self-assessment of the effects of
cannabis e# products in treating the registered patient's diagnosed condition or disease or the
symptoms thereof. A pharmaceutical processor or cannabis dispensing facility shall maintain such
documentation in writing or electronically for three years from the date of dispensing and such

documentation shall be made available in accordance with regulation.

I. A pharmacist shall exercise professional judgment to determine whether to dispense
cannabis eil products to a registered patient, parent, er legal guardian, or registered agent if the
pharmacist suspects that dispensing cannabis ei products to the registered patient, parent, of
legal guardian, or registered agent may have negative health or safety consequences for the

registered patient or the public.

18VAC110-60-321. Devices, hemp-based CBD products, and inert product samples.

A. A pharmaceutical processor or cannabis dispensing facility may have for sale, on-site

devices intended for the administration of dispensed cannabis products and hemp-based CBD
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or to alleviate the symptoms of any diagnosed condition or disease determined by the practitioner

to benefit from such use.

"Dispensing error" means one or more of the following was discovered after the final

verification by the pharmacist, regardless of whether the patient received the e# product:
1. Variation from the intended eil product to be dispensed, including:
a. Incorrect eit product;
b. Incorrect e# product strength;
c. Incorrect dosage form;
d. Incorrect patient; or
e. Inadequate or incorrect packaging, labeling, or directions.
2. Failure to exercise professional judgment in identifying and managing:
a. Known therapeutic duplication;
b. Known drug-disease contraindications;
c. Known drug-drug interactions;
d. Incorrect drug dosage or duration of drug treatment;
e. Known drug-allergy interactions;
f. A clinically significant, avoidable delay in therapy; or
g. Any other significant, actual, or potential problem with a patient's drug therapy.

3. Delivery of an eil a cannabis product to the incorrect patient.

4. An act or omission relating to the dispensing of cannabis eil product that results in, or
may reasonably be expected to result in, injury to or death of a registered patient or results

in any detrimental change to the medical treatment for the patient.
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9. Reinspection fee. $1,000
10. Registration of each cannabis oil product. $25

E. Cannabis dispensing facility permit.

. Initial permit.

. Annual renewal of permit.

. Change of name of dispensing facility.

. Change of PIC or any other information provided on the permit application.

. Change of ownership not requiring a criminal background check.

. Change of ownership requiring a criminal background check.

~N O o AN

. Any acquisition, expansion, remodel, or change of location requiring an
inspection.

8. Reinspection fee.

=, = = |,
o o N === OO
o o |0 O |0 |0 OO
[=] OO O O O O IO

E- F. The handling fee for returned check or dishonored credit card or debit card shall be $50.
Part Il
Requirements for Practitioners and Patients
18VAC110-60-30. Requirements for practitioner issuing a certification.

A. Prior to issuing a certification for cannabis eit products for any diagnosed condition or
disease, the practitioner shall meet the requirements of § 54.1-3408.3 of the Code of Virginia,
shall submit an application and fee as prescribed in 18VAC110-60-20, and shall be registered

with the board.
B. A practitioner issuing a certification shall:

1. Conduct an assessment and evaluation of the patient in order to develop a treatment
plan for the patient, which shall include an examination of the patient and the patient's

medical history, prescription history, and current medical condition;

2. Diagnose the patient;
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18VAC110-60-40. Prohibited practices for practitioners.
A. A practitioner who issues certifications shall not:

1. Directly or indirectly accept, solicit, or receive anything of value from any person
associated with a pharmaceutical processor or provider of paraphernalia, excluding

information on products or educational materials on the benefits and risks of cannabis e#

products;

2. Offer a discount or any other thing of value to a qualifying patient, parent, er guardian,

or reqgistered agent based on the patient's agreement or decision to use a particular

pharmaceutical processor or cannabis e# product;

3. Examine a qualifying patient for purposes of diagnosing the condition or disease at a

location where cannabis eiHs products are dispensed or produced; or

4. Directly or indirectly benefit from a patient obtaining a certification. Such prohibition shall

not prohibit a practitioner from charging an appropriate fee for the patient visit.

B. A practitioner who issues certifications, and such practitioner's coworker, employee,
spouse, parent, or child, shall not have a direct or indirect financial interest in a pharmaceutical

processor, a cannabis dispensing facility, or any other entity that may benefit from a qualifying

patient's acquisition, purchase, or use of cannabis eil products, including any formal or informal
agreement whereby a pharmaceutical processor or other person provides compensation if the
practitioner issues a certification for a qualifying patient or steers a qualifying patient to a specific

pharmaceutical processor or cannabis e# product.

C. A practitioner shall not issue a certification for himself or for family members, employees,

or coworkers.

D. A practitioner shall not provide product samples containing cannabis eit other than those

approved by the U.S. Food and Drug Administration.
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18VAC110-60-50. Registration of a patient, parent, er legal guardian_or registered agent.

A. A qualifying patient for whom a practitioner has issued a certification shall register with the
board in accordance with this section. If the qualifying patient is a minor or an incapacitated aduilt,
the qualifying patient's parent or legal guardian shall register with the board in accordance with
this section. For a registration application to be considered complete, the following items shall be

submitted:
1. A copy of the certification issued by a registered practitioner,

2. Proof of residency of the qualifying patient and proof of residency of a parent or legal
guardian, if applicable, such as a government-issued identification card or tax receipt or

proof of temporary residency, if applicable, such as a current academic identification card

from a Virginia institution of higher learning, rental agreement, utility bill, or attestation on

a form prescribed by the board that contains information sufficient to document temporary

residency in Virginia;

3. Proof of identity of the qualifying patient and, if the patient is a minor, proof of identity

of the parent or legal guardian in the form of a government-issued identification card;

4. Proof of the qualifying patient's age in the form of a birth certificate or other government-

issued identification;
5. Payment of the appropriate fees; and

6. Such other information as the board may require to determine the applicant's suitability

for registration or to protect public health and safety.

B. A patient, or the patient's parent or legal guardian, may choose a registered agent to receive

cannabis products on behalf of the patient. An individual may serve as a registered agent for no

more than two registered patients. For a registration application to be approved, the following

shall be submitted:
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1. The name, address, birthdate, and registration number of each registered patient for

whom the individual intends to act as a reqistered agent;

2. Proof of identity in the form of a copy of a government-issued identification card;

3. Payment of the applicable fee; and

4. Such other information as the board may require to determine the applicant's suitability

for reqistration or to protect public health and safety.

B- C. A qualifying patient shall not be issued a written certification by more than one

practitioner during a given time period.

G- D. Patients, parents, and legal guardians, and registered agents issued a registration shall

carry their registrations with them whenever they are in possession of cannabis e# products.

18VAC110-60-60. Denial of a qualifying patient, parent, er legal guardian, or reqistered

agent application.

A. The board may deny an application or renewal of the registration of a qualifying patient,

parent, e legal guardian,_or registered agent if the applicant:

1. Does not meet the requirements set forth in law or regulation or fails to provide complete

information on the application form;

2. Does not provide acceptable proof of identity, residency or temporary residency, or age

of the patient to the board;
3. Provides false, misleading, or incorrect information to the board;

4. Has had a qualifying registration of a qualifying patient, parent, e legal guardian,_or

registered agent denied, suspended, or revoked by the board in the previous six months;

5. Has a certification issued by a practitioner who is not authorized to certify patients for

cannabis eit products; or
11
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6. Has a prior conviction of a violation of any law pertaining to controlled substances.

B. If the board denies an application or renewal of a qualifying patient, parent, er legal

guardian_or registered agent applicant, the board shall provide the applicant with notice of the

grounds for the denial and shall inform the applicant of the right to request a hearing pursuant to

§ 2.2-4019 of the Code of Virginia.

18VAC110-60-70. Reporting requirements for practitioners, patients, parents, or legal

guardians, or reqgistered agents.

A. A practitioner shall report to the board, on a form prescribed by the board, the death of a
registered patient or a change in status involving a registered patient for whom the practitioner
has issued a certification if such change affects the patient's continued eligibility to use cannabis
ol products or the practitioner's inability to continue treating the patient. A practitioner shall report
such death, change of status, or inability to continue treatment not more than 15 days after the

practitioner becomes aware of such fact.

B. A patient, parent, or legal guardian who has been issued a registration shall notify the board
of any change in the information provided to the board not later than 15 days after such change.
The patient, parent, or legal guardian shall report changes that include a change in name,
address, contact information, medical status of the patient, or change of the certifying practitioner.
The patient, parent, or legal guardian shall report such changes on a form prescribed by the

board.

C. A registered agent who has been issued a reqistration shall notify the board of any change

in the information provided to the board not later than 15 days after such change. to include a

change in the identifying information of the patient for whom he is serving as a registered agent.

D. If a patient, parent, e legal guardian, or registered agent notifies the board of any change

that results in information on the registration of the patient, parent, or legal guardian‘'s-registration
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quardian, or registered agent being inaccurate, the board shall issue a replacement registration.
Upon receipt of a new registration, the qualifying patient, parent, er legal guardian, or registered

agent shall destroy in a nonrecoverable manner the registration that was replaced.

D- E. If a patient, parent, e legal guardian,_or registered agent becomes aware of the loss,

theft, or destruction of the registration of such patient, parent, ef legal guardian, or registered
agent, the patient—parent—orlegal-guardian registrant shall notify the board not later than five
business days after becoming aware of the loss, theft, or destruction, and submit the fee for a
replacement registration. The board shall inactivate the initial registration upon receiving such
notice and issue a replacement registration upon receiving the applicable fee, provided the

applicant continues to satisfy the requirements of law and regulation.

18VAC110-60-80. Proper storage and disposal of eannabidiol-oil-or THC-A-eil cannabis

products by patients, parents, er legal guardians, or registered agents.

A. Aregistered patient, parent, er legal guardian, or registered agent shall exercise reasonable

caution to transport and store cannabis eit products in a manner to prevent theft, loss, or access

by unauthorized persons.

B. Aregistered patient, parent, er legal guardian,_or registered agent shall dispose of all usable

cannabis eil products in possession of the registered patient, parent, or legal guardians

pessession guardian, or registered agent no later than 10 calendar days after the expiration of

the patient's registration if such registration is not renewed, or sooner should the patient no longer
wish to possess cannabis e products. A registered patient, parent, ef legal guardian__or

registered agent shall complete such disposal by one of the following methods:

1. By removing the eil product from the original container and mixing it with an undesirable

substance such as used coffee grounds, dirt, or kitty litter. The mixture shall be placed in

13
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6. The patient—parent—orlegal-guardian registrant permitted another person to use the

registration of the patient—parent—orlegal-guardian registrant, except as required for a

reqgistered agent to act on behalf of a patient;

7. The patient—parent-orlegal-guardian registrant tampered, falsified, altered, modified,

or allowed another person to tamper, falsify, alter, or modify the registration of the patient;

parent-orlegalguardian registrant;

8. The registration of the patient-parent-orlegal-guardian registrant was lost, stolen, or
destroyed, and the patient-parent-orlegal-guardian registrant failed to notify the board or
notified the board of such incident more than five business days after becoming aware

that the registration was lost, stolen, or destroyed,;

9. The patient—parent-orlegal-guardian registrant failed to notify the board of a change in
registration information or notified the board of such change more than 44 15 days after

the change,; or

10. The patient—parent—orlegal-guardian registrant violated any federal or state law or

regulation.
Part 1l

Application and Approval Process for Pharmaceutical Processors and Cannabis Dispensing

Facilities
18VAC110-60-100. Publication of notice for submission of applications.

A. The board shall publish a notice of open applications for pharmaceutical processor permits.
Such notice shall include information on how to obtain and complete an application, the required

fees, the criteria for issuance of a permit, and the deadline for receipt of applications.
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B. The board shall have the right to amend the notice of open applications prior to the deadline
for submitting an application. Such amended notice shall be published in the same manner as the

original notice of open applications.

C. The board shall have the right to cancel a notice of open applications prior to the award of

a pharmaceutical processor permit.
18VAC110-60-110. Application process for pharmaceutical processor permits.

A. The application process for permits shall occur in three stages: submission of initial

application, award of conditional approval, and grant of a pharmaceutical processor permit.
B. Submission of initial application.

1. A pharmaceutical processor permit applicant shall submit the required application fee

and form with the following information and documentation:
a. The name and address of the applicant and the applicant's owners;

b. The location within the health service area established by the State Board of Health

for the pharmaceutical processor that is to be operated under such permit;

c. Detailed information regarding the applicant's financial position indicating all assets,
liabilities, income, and net worth to demonstrate the financial capacity of the applicant
to build and operate a facility to cultivate Cannabis plants intended only for the
production and dispensing of cannabis eit products pursuant to §§ 54.1-3442.6 and
54.1-3442.7 of the Code of Virginia, which may include evidence of an escrow account,

letter of credit, or performance surety bond,;

d. Details regarding the applicant's plans for security to maintain adequate control

against the diversion, theft, or loss of the Cannabis plants and the cannabis e#

products;
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e. Documents sufficient to establish that the applicant is authorized to conduct
business in Virginia and that all applicable state and local building, fire, and zoning

requirements and local ordinances are met or will be met prior to issuance of a permit;

f. Information necessary for the board to conduct a criminal background check on the

applicant;

g. Information about any previous or current involvement in the medical cannabis e#

industry;

h. Whether the applicant has ever applied for a permit or registration related to medical
cannabis eil in any state and, if so, the status of that application, permit, or registration,
to include any disciplinary action taken by any state on the permit, the registration, or

an associated license;

i. Any business and marketing plans related to the operation of the pharmaceutical

processor or the sale of cannabis e# products;

j. Text and graphic materials showing the exterior appearance of the proposed

pharmaceutical processor;

k. A blueprint of the proposed pharmaceutical processor that shall show and identify
(i) the square footage of each area of the facility; (i) the location of all safes or vaults
used to store the Cannabis plants and eil products; (iii) the location of all areas that
may contain Cannabis plants or cannabis e# products; (iv) the placement of walls,

partitions, and counters; and (v) all areas of ingress and egress;

|. Documents related to any compassionate need program the pharmaceutical

processor intends to offer;
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B. The board shall consider, but is not limited to, the following criteria in evaluating

pharmaceutical processor permit applications:

1. The results of the criminal background checks required in 18VAC110-60-110 B 3 or any

history of disciplinary action imposed by a state or federal regulatory agency;

2. The location for the proposed pharmaceutical processor, which shall not be within 1,000

feet of a school or daycare;

3. The applicant's ability to maintain adequate control against the diversion, theft, and loss
of the Cannabis, to include the seeds, any parts or extracts of the Cannabis plants or the

cannabis eit products;

4. The applicant's ability to maintain the knowledge, understanding, judgment, procedures,
security controls, and ethics to ensure optimal safety and accuracy in the dispensing and

sale of cannabis eit products;

5. The extent to which the applicant or any of the applicant's pharmaceutical processor

owners have a financial interest in another license, permit, registrant, or applicant; and

6. Any other reason provided by state or federal statute or regulation that is not

inconsistent with the law and regulations regarding pharmaceutical processors.
C. The board may disqualify any applicant who:

1. Submits an incomplete, false, inaccurate, or misleading application;

2. Fails to submit an application by the published deadline;

3. Fails to pay all applicable fees; or

4. Fails to comply with all requirements for a pharmaceutical processor.

D. Following review, the board shall notify applicants of denial or conditional approval. The
decision of the board not to grant conditional approval to an applicant shall be final.
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B. Prior to making any change to the pharmaceutical processor or cannabis dispensing facility

name, the pharmaceutical processor or cannabis dispensing facility shall submit an application

for such change to the board and pay the fee.

C. Any person wishing to engage in the acquisition of an existing pharmaceutical processor
or cannabis dispensing facility, change the location of an existing pharmaceutical processor or

cannabis dispensing facility, make structural changes to an existing pharmaceutical processor or

cannabis _dispensing facility, or make changes to a previously approved security system shall

submit an application to the board and pay the required fee.

1. The proposed location or structural changes shall be inspected by an authorized agent

of the board prior to issuance of a permit.

2. Cannabis, oil acquired from industrial hemp extract, or cannabis products shall not be

moved to a new location until approval is granted by the inspector or board staff.

18VAC110-60-150. Pharmaceutical processor or cannabis dispensing facility closings;

going out of business; change of ownership.

A. At least 30 days prior to the date a pharmaceutical processor or cannabis dispensing facility

closes, either temporarily or permanently, the owner shall:
1. Notify the board;
2. Send written notification to patients with current certification; and

3. Post a notice on the window or door of the pharmaceutical processor or cannabis

dispensing facility.

B. The proposed disposition of all Cannabis, oil from industrial hemp, cannabis products,

dispensing records, patient information records, and other required records, as applicable, shall

be reported to the board. If the Cannabis, cannabis products, and records are to be transferred
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18VAC110-60-160. Grounds for action against a pharmaceutical processor permit or a

cannabis dispensing facility.

In addition to the bases enumerated in § 54.1-3316 of the Code of Virginia, the board may
suspend, revoke, or refuse to grant or renew a permit issued; place such permit on probation;
place conditions on such permit; or take other actions permitted by statute or regulation on the

following grounds:

1. Any criminal conviction under federal or state statutes or regulations or local ordinances,
unless the conviction was based on a federal statute or regulation related to the
possession, purchase, or sale of cannabis e# products that is authorized under state law

and regulations;

2. Any civil action under any federal or state statute or regulation or local ordinance (i)
relating to the applicant's, licensee's, permit holder's, or registrant's profession or (ii)
involving drugs, medical devices, or fraudulent practices, including fraudulent billing

practices;

3. Failure to maintain effective controls against diversion, theft, or loss of Cannabis,

cannabis ei#t products, or other controlled substances;

4. Intentionally or through negligence obscuring, damaging, or defacing a permit or

registration card;

5. Permitting another person to use the permit of a permit holder or registration of a

qualifying patient, parent, er legal guardian or registered agent, except as required for a

registered agent to act on behalf of a patient;

6. Failure to cooperate or give information to the board on any matter arising out of conduct

at a pharmaceutical processor; or
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B. The pharmacist providing direct supervision of pharmacy technicians may be held
responsible for the pharmacy technicians' actions. Any violations relating to the dispensing of
cannabis eil products resulting from the actions of a pharmacy technician shall constitute grounds
for action against the license of the pharmacist and the registration of the pharmacy technician.

As used in this subsection, "direct supervision" means a supervising pharmacist who:

1. Is on duty where the pharmacy technician is performing routine cannabis e#f product

production or dispensing functions; and
2. Conducts in-process and final checks on the pharmacy technician's performance.
C. Pharmacy technicians shall not:

1. Counsel a registered patient or the patient's parent er legal guardian, or registered agent
regarding (i) cannabis e products or other drugs either before or after cannabis oi-has
products have been dispensed or (ii) any medical information contained in a patient

medication record;

2. Consult with the practitioner who certified the qualifying patient, or the practitioner's
agent, regarding a patient or any medical information pertaining to the patient's cannabis

it product or any other drug the patient may be taking;
3. Interpret the patient's clinical data or provide medical advice;

4. Determine whether a different formulation of cannabis e# product should be substituted
for the cannabis eit product or formulation recommended by the practitioner or requested

by the registered patient or parent or legal guardian; or

5. Communicate with a practitioner who certified a registered patient, or the practitioner's

agent, to obtain a clarification on a qualifying patient's written certification or instructions.
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G. All persons who have been authorized in writing to enter the facility by the board or the
board's authorized representative shall obtain a visitor identification badge from a pharmaceutical
processor or cannabis dispensing facility employee prior to entering the pharmasceutieal processor

or facility.

1. An employee shall escort and monitor an authorized visitor at all times the visitor is in

the pharmaceutical processor or cannabis dispensing facility.

2. A visitor shall visibly display the visitor identification badge at all times the visitor is in

the pharmaceutical processor or cannabis dispensing facility and shall return the visitor

identification badge to a—pharmaceuticalprocesser an employee upon exiting the

pharmaceutical processor or facility.

3. All visitors shall log in and out. The pharmaceutical processor or cannabis dispensing
facility shall maintain the visitor log that shall include the date, time, and purpose of the

visit and that shall be available to the board.

4. If an emergency requires the presence of a visitor and makes it impractical for the

pharmaceutical processor or cannabis dispensing facility to obtain a waiver from the

board, the processor or facility shall provide written notice to the board as soon as
practicable after the onset of the emergency. Such notice shall include the name and
company affiliation of the visitor, the purpose of the visit, and the date and time of the visit.

A pharmaceutical processor or cannabis dispensing facility shall monitor the visitor and

maintain a log of such visit as required by this subsection.

H. No cannabis et products shall be sold, dispensed, or distributed via a delivery service or

any other manner outside of a pharmaceutical processor or cannabis dispensing facility, except

that a registered parent er legal guardian, or registered agent or an agent of the processor or
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B- G. The processor or facility shall maintain all security system equipment and recordings in
a secure location so as to prevent theft, loss, destruction, or alterations. All security equipment

shall be maintained in good working order and shall be tested at least every six months.

E. H. A pharmaceutical processor or cannabis dispensing facility shall limit access to

surveillance areas to persons who are essential to surveillance operations, law-enforcement
agencies, security system service employees, the board or the board's agent, and others when
approved by the board. A processor or facility shall make available a current list of authorized
employees and security system service employees who have access to the surveillance room to
the processor or facility. The pharmaceutical processor or cannabis dispensing facility shall keep

all onsite surveillance rooms locked and shall not use such rooms for any other function.

E- 1. If diversion, theft, or loss of Cannabis plants, seeds, parts of plants, extracts, or cannabis
oil products has occurred from a pharmaceutical processor, the board may require additional

safeguards to ensure the security of the products.
18VAC110-60-250. Requirements for the storage and handling of Cannabis or cannabis

oil products.

A. A pharmaceutical processor or cannabis dispensing facility shall:

1. Have storage areas that provide adequate lighting, ventilation, sanitation, temperature,
and humidity as defined in 18VAC110-60-10 and space, equipment, and security
conditions for the cultivation of Cannabis and the production and dispensing of cannabis

eit products;

2. Separate for storage in a quarantined area Cannabis plants, seeds, parts of plants,
extracts, including cannabis e# products, that is are outdated, damaged, deteriorated,

misbranded, or adulterated, or whose containers or packaging have been opened or
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breached, until such Cannabis plants, seeds, parts of plants, extracts, or cannabis e

products are destroyed;
3. Be maintained in a clean, sanitary, and orderly condition; and
4. Be free from infestation by insects, rodents, birds, or vermin of any kind.

B. A pharmaceutical processor shall compartmentalize all areas in the facility based on

function and shall restrict access between compartments. The processor shall establish, maintain,
and comply with written policies and procedures regarding best practices for the secure and
proper cultivation of Cannabis and production of cannabis e# products. These shall include

policies and procedures that:
1. Restrict movement between compartments;

2. Provide for different colored identification cards for facility employees based on the
compartment to which they are assigned at a given time so as to ensure that only
employees necessary for a particular function have access to that compartment of the
facility;

3. Require pocketless clothing for all predustion—facility employees working in an area
containing Cannabis plants, seeds, and extracts, including cannabis oil and cannabis

products; and

4. Document the chain of custody of all Cannabis plants, parts of plants, seeds, extracts,

and cannabis e# products.

C. A cannabis dispensing facility shall establish, maintain, and comply with written policies

and procedures regarding best practices for the secure and proper dispensing of cannabis

products. including a requirement for pocketless clothing for all facility employees working in an

area containing cannabis products.
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Part VI
Cultivation, Production, and Dispensing of Cannabis ©# Products
18VAC110-60-280. Cultivation and production of cannabis e# products.

A. No cannabis e# products shall have had pesticide chemicals or petroleum-based solvents
used during the cultivation, extraction, production, or manufacturing process, except that the
board may authorize the use of pesticide chemicals for purposes of addressing an infestation that

could result in a catastrophic loss of Cannabis crops.

B. Cultivation methods for Cannabis plants and extraction methods used to produce the
cannabis eit products shall be performed in a manner deemed safe and effective based on current

standards or scientific literature.

C. Any Cannabis plant, seed, parts of plant, extract, or cannabis e# products not in compliance

with this section shall be deemed adulterated.

D. A pharmaceutical processor may acquire oil from industrial hemp extract for the purpose
of formulating such oil extract with cannabis plant extract into allowable dosages of cannabis oil

provided:

1. The pharmaceutical processor acquires the oil from industrial hemp extract processed
in Virginia and in compliance with state or federal law from a registered industrial hemp

dealer or processor;

2. The oil from industrial hemp acquired by a pharmaceutical processor is subject to the
same third-party testing requirements applicable to cannabis plant extract as verified by

testing performed by a laboratory located in Virginia and in compliance with state law; and

3. The industrial hemp dealer or processor provides such third-party testing results to the

pharmaceutical processor before oil from industrial hemp is acquired.
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B. A pharmaceutical processor shall not label two products with the same brand name unless
the laboratory test results for each product indicate that they contain the same level of each active

ingredient listed in subsection A of this section within a range of 90% to 110%.
C. The board shall not register any brand name that:

1. Is identical to or confusingly similar to the name of an existing commercially available

product;
2. Is identical to or confusingly similar to the name of an unlawful product or substance;

3. Is confusingly similar to the name of a previously approved cannabis e# product brand

name;
4. |s obscene or indecent;
5. May encourage the use of marijuana or cannabis e# products for recreational purposes;

6. May encourage the use of cannabis eit products for a disease or condition other than

the disease or condition the practitioner intended to treat;
7. Is customarily associated with persons younger than the age of 18; or

8. Is related to the benefits, safety, or efficacy of the cannabis eit product unless supported

by substantial evidence or substantial clinical data.
18VAC110-60-290. Labeling of batch of cannabis el products.
A. Cannabis e# products produced as a batch shall not be adulterated.
B. Cannabis e products produced as a batch shall be:

1. Processed, packaged, and labeled according to the U.S. Food and Drug
Administration's Current Good Manufacturing Practice in Manufacturing, Packaging,

Labeling, or Holding Operations for Dietary Supplements, 21 CFR Part 111; and
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14. 15. A prominently printed expiration date based on stability testing and the
pharmaceutical processor's or cannabis dispensing facility's recommended conditions of

use and storage that can be read and understood by the ordinary individual.

D. A pharmaceutical processor shall not label cannabis e#f products as "organic" unless the
Cannabis plants have been organically grown and the cannabis e# products have been produced,
processed, manufactured, and certified to be consistent with organic standards in compliance

with 7 CFR Part 205.

E. The cannabis eit products shall be dispensed in child-resistant packaging, except as
provided in 18VAC110-60-210 A. A package shall be deemed child-resistant if it satisfies the
standard for "special packaging" as set forth in the Poison Prevention Packaging Act of 1970

Regulations, 16 CFR 1700.1(b)(4).

F. No person except a pharmacist or a pharmacy technician operating under the direct

supervision of a pharmacist shall alter, deface, or remove any label so affixed.

G. A pharmacist shall be responsible for verifying the accuracy of the dispensed eit product in

all respects prior to dispensing and shall document that each verification has been performed.

H. A pharmacist shall document a registered patient's self-assessment of the effects of
cannabis eil products in treating the registered patient's diagnosed condition or disease or the

symptoms thereof. A pharmaceutical processor or cannabis dispensing facility shall maintain such

documentation in writing or electronically for three years from the date of dispensing and such

documentation shall be made available in accordance with regulation.

I. A pharmacist shall exercise professional judgment to determine whether to dispense
cannabis eit products to a registered patient, parent, er legal guardian,_or registered agent if the

pharmacist suspects that dispensing cannabis eit products to the registered patient, parent, of
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legal guardian,_or registered agent may have negative health or safety consequences for the

registered patient or the public.
18VAC110-60-320. Dispensing error review and reporting; quality assurance program.

A. A pharmaceutical processor or cannabis dispensing facility shall implement and comply

with a quality assurance program that describes, in writing, policies and procedures to detect,

identify, and prevent dispensing errors. A pharmaceutical processor or cannabis dispensing

facility shall distribute the written policies and procedures to all pharmaceutical processor or

cannabis dispensing facility employees and shall make the written policies and procedures readily

available on the premises of the pharmaceutical processor or cannabis dispensing facility. The

policies and procedures shall include:

1. Directions for communicating the details of a dispensing error to the practitioner who
certified a qualifying patient and to the qualifying patient, the patient's parent or legal

guardian,_the patient's registered agent, or appropriate family member if the patient is

deceased or is unable to fully comprehend the communication. The communication shall
describe methods of correcting the dispensing error or reducing the negative impact of the

error on the qualifying patient; and

2. A process to document and assess dispensing errors to determine the cause of the

error and an appropriate response.

B. A pharmaceutical processor or cannabis dispensing facility shall use the findings of its

quality assurance program to develop systems and workflow processes designed to prevent

dispensing errors. A pharmaceutical processor or cannabis dispensing facility PIC shall:

1. Inform pharmaceutical processor or cannabis dispensing facility employees of changes

to policy, procedure, systems, or processes made as a result of recommendations

generated by the quality assurance program;

74

169



170



171



172



